
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 13-14S0 
www.uspto.gov 



APPLICATION NO, 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/031,355 



23347 



01/18/2002 



Vincent C. Kntck 



7590 



09/15/2004 



DAVID J LEVY, CORPORATE INTELLECTUAL PROPERTY 

GLAXOSMITHKLINE 

FIVE MOORE DR., PO BOX 13398 

RESEARCH TRIANGLE PARK, NC 27709-3398 



PU3513USW 



8073 



EXAMINER 



HUFF, SHEELA JITENDRA 



ART UNIT 



PAPER NUMBER 



1642 

DATE MAILED: 09/15/2004 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Application No. 



Applicant(s) 



10/031,355 



KNICK ETAL 



Office Action Summary 



Examiner 



Art Unit 



Sheela J Huff 



1642 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1 .704(b). 



3) 0 Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-15 is/are pending in the application, 

4a) Of the above claim(s) 10-15 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 1-9 is/are rejected. 

7) P|- ClalmYsV is/are dbiectedtd: 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 18 January 2002 is/are: a)\3 accepted or b)S objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Status 



m 

2a)n 



Responsive to communication(s) filed on 19 August 2004 . 

This action is FINAL. 2b)S This action is non-final. 



Attachment(s) 

1 ) n Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) H Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 



4) n Interview Summary (PTO-413) 



5) [U Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



Paper No(s)/Mail Date. 



Paper No(s)/Mail Date 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 091304 
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Art Unit: 1642 

DETAILED ACTION 

Election/Restrictions 
Applicant's election without traverse of Group I, claims 1-9 in the reply filed on 
8/19/04 is acknowledged. 

Claims 1-9 are currently under consideration. 

Claims 10-15 are withdrawn from consideration as being drawn to a non- 
elected invention. 

Information Disclosure Statement 

The IDS filed 3/24/03 and 1/18/02 has been considered and initialed copies of 
the PTO-1449 are enclosed. 

The drawings are objected to because the X-axis in Figure 2 is unclear. 
Specifically second and third compounds of the x-axis are unclear. Corrected drawing 
sheets in compliance with 37 CFR 1 .121(d) are required in reply to the Office action to 
avoid abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the 
appropriate figure must be removed from the replacement sheet, and where necessary, 
the remaining figures must be renumbered and appropriate changes made to the brief 
description of the several views of the drawings for consistency. Additional replacement 
sheets may be necessary to show the renumbering of the remaining figures. The 



Application/Control Number: 1 0/031 ,355 Page 3 

Art Unit: 1642 

replacement sheet(s) should be labeled "Replacement Sheet" in the page header (as 
per 37 CFR 1 .84(g)) so as not to obstruct any portion of the drawing figures. If the 
changes are not accepted by the examiner, the applicant will be notified and informed of 
any required corrective action in the next Office action. The objection to the drawings 
will not be held in abeyance. 

Claim Objections 

Claim 9 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. By reciting the terminology 
"otherturnburs kho~w^^^ 

claim 7. If applicant had ended the claim with "cells are prostate ... or colon originating 
cells" then the claim is properly further limiting. 



Claim Rejections - 35 USC § 112 

Claim 2 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 

The specification is objected to under 35 U.S.C. § 112, first paragraph, as failing 
to provide an adequate written description of the invention and failing to provide an 
enabling disclosure without complete evidence either that the claimed biological 
materials are known and readily available to the public or complete evidence of the 
depositof the biological materials. 

The specification lacks complete deposit information for the deposit of hybridoma 
cell line producing 17.1 A antibody. It is not clear that hybridomas possessing the 
identical properties of the aforementioned hybridomas are known and publicly available 
or can be reproducibly isolated from nature without undue experimentation. 
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Exact replication of a cell line is an unpredictable event. Although applicant has 
provided a written description of a method for selecting the claimed hybridoma cell lines 
and monoclonal antibodies, this method will not necessarily reproduce antibodies and 
hybridomas which are chemically and stmcturally identical to those claimed. It is 
unclear that one of skill in the art could derive a monoclonal antibody and hybridoma 
identical to those claimed. Undue experimentation would be required to screen all of 
the possible antibody and hybridoma species to obtain the claimed antibodies and 
hybridomas. 

Because one of ordinary skill in the art could not be assured of the ability to 
practice the invention as claimed in the absence of the availability of the claimed 
hybridoma, a suitable deposit for patent purposes, evidence of public availability of the 
claimed hybridoma or evidence of the reproducibility without undue experimentation of 
the claimed hybridoma, is required. 

It is noted that there is one 17.1 A antibody (Panorex) that is commercially 
available. However, this does mean that all 17.1 A antibodies are publically available. 
This is especially true in view of applicant's specification which states that Panorex is an 
example of 17, 1A anibodies (see page 4, line 17). 

If the deposit is made under the provisions of the Budapest Treaty, filing of an 
affidavit or declaration by applicant or assignees or a statement by an attorney of record 
who has authority and control over the conditions of deposit over his or her signature 
and registra^^ 

Depository Authority under the provisions of the Budapest Treaty and that all restrictions 
upon public access to the deposited material will be irrevocably removed upon the grant 
of a patent on this application. This requirement is necessary when deposits are made 
under the provisions of the Budapest Treaty as the Treaty leaves this specific matter to 
the discretion of each State. 

If the deposit is not made under the provisions of the Budapest Treaty, then in 
order to certify that the deposits comply with the criteria set forth in 37 CFR 1 .801-1 .809 
regarding availability and permanency of deposits, assurance of compliance is required. 
Such assurance may be in the form of an affidavit or declaration by applicants or 
assignees or in the form of a statement by an attorney of record who has the authority 
and control over the conditions of deposit over his or her signature and registration 
number averring: 

(a) during the pendency of this application, access to the deposits will be 
afforded to the Commissioner upon request: 

(b) all restrictions upon the availability to the public of the deposited biological 
material will be irrevocably removed upon the granting of a patent on this application: 

(c) the deposits will be maintained in a public depository for a period of at least 
thirty years from the date of deposit or for the enforceable life of the patent of or for a 
period of five years after the date of the most recent request for the furnishing of a 
sample of the deposited biological material, whichever is longest; and 
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(d) the deposits will be replaced if they should become nonviable or non- 
replicable. 

Amendment of the specification to recite the date of deposit and the complete 
name and address of the depository is required. As an additional means for completing 
the record, applicant may submit a copy of the contract with the depository for deposit 
and maintenance of each deposit. 

If a deposit is made after the effective filing date of the application for patent in 
the United States, a verified statement is required from a person in a position to 
corroborate that the biological material described in the specification as filed is the same 
as that deposited in the depository, stating that the deposited material is identical to the 
biological material described in the specification and was in the applicant's possession 
at-the time- the application was filed^ 

Applicant's attention is directed to In re Lundak, 773 F.2d. 1216, 227 USPQ 90 
(CAFC 1985) and 37 CFR 1.801-1.809 for further information concerning deposit 
practice. 

Claims 4-5 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Claim 4 contains an improper Markush Group. A proper Markush group is 
designated by the terminology -selected from the group consisting of and 

b. In claim 5 the parenthesis in "(Raloxifen)" render the claim vague and indefinite. 
How are Tomudex and Raloxifen related? Are they the same? 
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Claims 4 and 5 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a composition of anti-Ep-CAM antibody and a 
chemotherapeutic agent that anrests Ep-CAM antigen expressing cells in S or G2/M, 
does not reasonably provide enablement for a composition of anti-Ep-CAM antibody 
and 5FU. The specification does not enable any person skilled In the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. 

As disclosed in applicant's specification, "only drug which caused accumulation 
of cells in S or G2/M phases were able to cause a significant increase in Ep-CAM 
antigen expression" (page 27, last sentence). 5FU does not increase antigen 
expression (see Exa^ 

expression, it is not arresting the cells in S or G2/M phases. Thus, this compound, as 
shown by applicant's own work, does not work. Thus, undue experimentation would be 
required by one skilled in the art to use the instant invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-4, 6-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Paul 
et al Hybridoma col. 5 p. S171 (1986) as evidence by applicant's specification, page 2, 
lines 12-13. 

This reference discloses a combination of 17-1 A and 5-Fluorouracil, adriamycin 
and mitomycin to treat pancreatic ademocarcimona (abstract). Mitomycin is one of the 
chemotherapeutic agents mentioned in claim 4. Applicant states that Ep-CAM antigen 
is "expressed on most tumour cells of epithelial origin" (page 2 of specification). Absent 
objective evidence to the contrary it is inherent that the cells in the reference are of 
epithelial origin. 

Claim Rejections - 35 USC § 103 

The fdllowihg iis a" quotation of 35^a^ 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 1 03(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 1 02(e). (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Paul 
et al Hybridoma col. 5 p. SI 71 (1986) as evidence by applicant's specification, page 2, 
lines 12-13 in view of applicant's specification 9pages 5-7).. 

The Paul reference lias beeh^ 

The only different between the Paul reference and the instant invention is the use 
of a variety of different chemotherapeutic agents (see claims 4-5). 

On pages 5-7 of the specification, applicant admits that these chemotherapetuic 
agents that an^est cells in S of G2/M are known in the art. 

Therefore, in view of the fact that these agents are known in the art and in view 
of the fact that Paul teaches the combination of 17.1 A with such agents, it would have 
been obvious to one of ordinary skill in the art at the time of applicant's invention to use 
any known chemotherapeutic agent that arrests cells in S of G2/M with the expected 
benefit of treating adenocarcinomas. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheela J Huff whose telephone number is 571-272- 
0834. The examiner can normally be reached on Mondays and Thursdays from 5:30am 
to 2:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
"published applicatiorrs"rFaybeoM from either Privatel'AIR orTiTblTc P^^^ 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR systerh, see http.7/pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Sheela J Huff 
Primary Examiner 
Art Unit 1642 



sjh 



